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Andrew G . Rozyck i , Esq. 
Senior Inteilectuai Propedy Counsel 
Cardinal Heahh, Inc. 
7000 Garclinal Place 
Dublin, OH  43017 

Re: 

Dear Mr. Rozyck i : 

We  write in response 
Hospital Products, Inc. (“Med iGkx ”) 
Abbreviated New Drug, Ai>plication (,‘ 
product ChIoraPrep@ One-Step (chl 
Cardinal’s  ANDA, which was  a s& 
reference listed drug and contains p~a~~h TV ce~~~c~~o~~ for ah s e v e n  of the patents hsted 
for ChloraPrep@ One-Step. 

Medi-Flex believes that Cardinal ma y  have id~~~~~ the hong reference fisted drug and 
provided certifications for the wrong patents As  you w, on November  I&2004, Cardinal 
submitted a suitability petition to the: U.S; Foog and D  
to Cardinal’s  ANDA 77-271 
applicator vo lume from IO.5 
(attachment 1). As  indicated in the suitability p&t 
generic product with tint. Ho 
contain tint, a s  the referende lis 
reference l&ted drug for s u c h  tin& 
Flex’s  product ChloraPre@ with 
the reference listed drug fq 
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reference listed drug for a produet to avoid variations be~~~~ genee~ prcjducts,’ Cardinal’s 
ANDA for a generic tinte’d product should have relied en the on&y ~~f~r~~ listed drug identified 
by FDA for such tinted products, Chl @  with T&t? 

circumvent patent 
sted drug s~~~ <to be an attempt to 

protecti that ,wo~Id”otb~~se apply to 
Cardinal’s ANDA, gnifkant reseals to pe~?~ &nical tri&s essential 
to the approvai of C Consequeut& ~~~F~ex was %wa@ed three years of 
Hatch-Waxman exclusivity, which pro 
product until May 3,2QOg. Moreover, 
speoifical1.y to tinted products. C~~p~~~~wl~ FDA 
with respect to its tinted produc5 and not k&h its tmtin 
tinted produet, then Cardi&‘s. s~~bil~~ petition and d 
drug appear to be an. attempt to.get around-the tint pat 
The FDA has specifically ‘stated tht swh gamma 

Indeed, as FDA re+oentIy ~xpl~ed: 

[I]f a tablet and a capsule are approved for the .sme ~ ~ ~ ~ ~  with patents listed for - 
the tablet and none listed for the cap 
for a tablet should cite ~e-,~~rov~ 
not circumvent the patents on the 
listed drug and ~~~~g a s~~bi~i~ peti 
and 2 1 CFR 3 f 4,93. se~~~~ to 

Letter fiorh Galson to Beers and Cav ) &@Kqlrnellt 2). In 
addition to preventing ari end-run and ex&sivity p~t~tio~~, FDA’s requirement 
that an ANDA rely on the approptiate r rcrm Iisted drug serves %he goats of ensuring 
that ANDA applicants do ziot re- findidgs md does not re-review 
previously submitted data. 

As the issues dotailod above have significant ,~~~~ a@ 2te~t ~o~eq~e~es, please 
clarify whether Cardinal’s ANDA is for.& eric product with tint. A is for a 

’ See FDA’s Approved Drug Products wi eutie ~~q~~v~~~ ~val~at~o~ (the 
Book”) 2 5@‘ Ed. at xi. (2005). %I 

approved on May SO @W,  scvemi mm&s after 
on to file m  ANDA for ‘a tint, However, 

resolved tht outstanding patent +nd ~~~~~v~ 
w&b nn.t 85 the r~~r~e rat least 

~&WCS related to the ~t%nt praduct -(as drayed in this letter). If 
Cardinal’s ANDA is for a tinted product, then Card&l’s actions may indicate an inept to ‘&d-run such pr~&ctions+ 
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product with tint, then Medi-FXex requests that Cardi 
notification ietter and certify to the corm& reference 

its paragraph IV 
aIJ effort to 

facilitate a quick resoiution and avoid any urmecessary ~i~~~o~ we aiso: invite Cardinal to 
contact us to discuss a mutuaI1y agreeable solution to t&s si~at~on. 

Additionally, if C%rdinaI”s gengric product does not c tint and&e notice letter is 
deemed appropriate, Me&Flex believes that the lette 
governing notice requirements ~eci~ca~~y states that 

requirements of $3 14.95(c)(l). 

a statement co~c~ng any aqua bioavaiiability or 
amend ~~d~ai’s notice letter to meet the 

provide additional info 
quantitative composit 

q&s qualitative and 

action is warranted. As conternpIated by 
Flex requests that Cardinsl 
the soIe purpose of evaluating 
requests that CardinaI provide 
Medi-Flex. To ensure the; cotidentia 
appropriate confidentiality agreement 
with this letter (attachment 3). 

*Flex is witxing to enter into an 
sed co~d~n~~i~ agreement 

As noted in your September 13” fetter, Medi-FIex 45- froti the date of receipt of 
that letter to bring suit under the ~atch~~~ Act. Therefore, we ~qn~t that Cardinal 
respond to this letter by Sept er 3Q,2005. 

Si~c~e~y, 
.--’ 

cc: Jeffrey E. Fine, Esq. 
Michael J. Gross, Esq. 
Linda McBride, R,Ph. 

DC1 797183~81 
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Dear Mr. Bmhter: 

following tam 
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10.5 ml ?&ID woutd have to 
welt as negati@y imp+ng 

coasideration of cost and ~ve~~~. 

and ChioraPnsp, tho 
actiwion. Onw bro 
applicator and onto the,suq&al 
the fluid is an H.WE b@t&le, 4% 
expelkd through-the nqck 

is @to stun0 3s that of 

The propo3od prep contains 7 0% 
antinhobia! kill. AdditkmUy, 
with CHG, this system yields M exaqe& fast 

Adminhation’s 
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prior to c 0mi n g . h  

3 0 9 ,  d a t e d  J u n e  1 5 , 1 9 9 5  
a c t i o n g  n o t a b i y  aw a r%n + s  

inclui ias all i 
d a t a  a n d  i n f ormaton k n pw n  

M ichslcl L. C iwc s b e c k  

1 5 0 0  wa u k e g lm  Rd., Bldg. , yM 
l b&Saw Par& IL 5 0 0 8 5  
( 8 4 7 )  7 8 5 - 3 2 6 7  

Attacluaonts: 

L a b 0 1  c o p y  for Preva i l J Z fGL IMtie, Rm& 
L a b e l  c o p y  for Ch kmPr + p a  Bottle, Pow& bis 
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Doadd 0. Betrs 
Arnold & Jbmr Up 
555 Tweiftb Street, NW. 
WasbingtQn, DC. 

William I?. Cavanaqh, Jr. 
Patterson, Be&nap, W&jib Bt Trier 
1133 Avenue of thq Axxssiw 
New York, NY 10036-6710 

Dear Mr. Beem and Mr. Cavan 

comment you submi 
Laborawies and Laboratoigw 
Reliant’s new ~g,~~~~~ 
status obligations by 
(Petitioxl at 1). You suggr?st 
(the Act) (21 U.S.C. 3554b)( 

,on behalf of Abbott 

someor1111ofthesamfa 
all these later-approved 
later-ap~vedpnxiwts tq 
thereasonsdcscrikdin~tail 

I. Backgmmd 



on S~b6f4,2001 
feaofhrate t&&w ( 
studies. 1t we!? also 
Abbott in t&es fiFart ND& 
the bioswailMity of thq 
never rrmkwd -- Abbott 
sub&ted, and FDA 
Abbott ssbq&y 
6,074,690 (the ‘670 pclte$xt), f&W+ 
tablets mved in NDA 21-203, 
January 9,2018. 

On Suptwnbsr 3,2002, TgvaP 

On F&wry l&2004, ri 
micro&& feac&brate 

liswi for NDA 21 
required to do 90. 



n, Positiona of tbP 

Abbott md  h&tat dig 



re~atioris” (Opp. at 2). 

Thus, to de&mine th 
505(b)(2) of the: A&, 
rcq~oIlts* sactiorl. 
listing ~1s follows: 

21 USC. 355@)(l) (~~8 

35S(o)(2)). 
’ soa, 21 ux,c. 321(g). 

4 



drug fur which the applicant 

Accordingly, FDA elation 
protisisa, NIlA appl&.@ts 
producd for which the app 
(r8qWg applic~ons to 
28872 328877 (Jti 

product, as it is d&md 
For p&x&s that cl&h a 
patants that claim in&Wom,ar 
ajqxoved applicati~n~~) 
idomtion unck this 
chosen not to purawf or m  
approval (ld.), 

IB. Requ immnb fai ~~~~ 

s8ction 505(b)(2) 
patents &ted and 

2 1 U&C. 3SS@)(2) ( h 



’ 21 USC. 355(b)(Z)(A),~ 

505@)(2)(A) of the Act, 
containinfgth8sameacti 
on which the secti& 

6 
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to rely to the $rwttasit oxtalt 

When there is no listed~ 
the 5OSjQ(2) agqdkiatiq 
addross- how to idaatify 

dupIic&on ofrewamh &d. 

appllcamt should oh0 
approval is sou&l& : 

tablet dosage form ’ 

9 



not. 



denied. 





BY THIS CONFIDENTfAL DfSCLQ 
Medi-Flex, Inc., having a place of bus 
Kansas 662 11 (hereinafter ‘~R~o~~ie~t”)~ and Cardinal beady 
7000 Cardinal Place, Dublin; Ohio 4301.7 ~er~~a~~‘~~~~~ide~ 

ss at 

1. Provider agrees to provide Recipient orith certain 
related to Provider’s Abbreviated New JWtg Appli 
chlorhexidine gluconate 2% and ~s~ro~y~ alcohol 
“Confi&ntial Information”). 

2. All Confidential Information shall 
the initial disclosure of ~~o~at~on i 

g when disclosed. If 
z the Provider must 

reduce it to written or tangible form 
clearly mark the written fbrm as “co~d~tia1.” 

3, Recipient shah use the C on solely for p 
patent infringement. and determining whether a patent ~~~~~~~t a&ion shoufd be brought. 

4. Recipient agrees to accept the Confidential ~fo~ati~~ 
maintain the Co~denti~~,~fo~~ti~n secret and co 
degree of care employed by the R~~pi~~t-~o preserve 
information. The Confidenti&, ~~o~~tio~ shall not be di 
by the Recipient except employees, oUtsi& counsel, and 
who have a need for the C@?idential ~~~~a~on in co 
to bring a patent. infringement act&n. Sucrh emp 
consuttants and experts still be advised by the Ret 
Confidential Information and that the C~~d~ti~ 

5. The obligations of the I$ecipient splint i,ri P 
Recipient shall have no further obligation with respect to any C~~~d~~~~ ~~~a~on to the 
extent that such information; 

(a) at the time of disclos~e is g 
generaily availableto the public 
(b) was in the Recipient% pi 
(c) is independently develop 
Confidential ?nforrnation; QT 

lb,, or cereal becomes 

(d) is provided to the Recipient by a t~r~p~y that is not er an @bhgation of 
confidentiality to the Provider; or 
(e) is required to be, disclosed by l&v or court order. 

6. The Reoipientagrees to return ail wri 
Information to the Provider or destroy su 
under Paragraph 3 is complete. One copy R 
be retained by the Recipient, ho~ev~; for archival pu~os~. 

atial Information 



7. The Confidential Information shall rem&n the prop~y ofthe provider ad nothing herein 
shall be construed to graqt Recipient a licker: or intetlectqal ~~p~~y s in the ~o~denti~ 
InfoIznation. 

8. This Agreement may anly be modi or ~~~ed in writing by an au~~~z~ r~r~~tative of 
the Recipient and Provider. If any pro&ion of the ~~e~rn~nt i~,fo~d TV bc: unenforceable, 
such provision will be limited or deleted-to the rn~~ extent ~~o~~ so that the remaining 
terms remain in till force and -effect. 

Acknowledged and agreed to by: 

For the Rwipient: 

Signature 

Name and Title (please p&t) 

Date 

For the Prwfder: 

Signature 

Name and Title -O>lease p&t) 

Date 


